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Period for Reply 
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Status 

1 Responsive to communication(s) filed on 23 September 2004 . 
2aM This action is FINAL. 2b)D This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 

Applicants' arguments,. filed 9/23/04, have been fully considered but they are not 
deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

PRIOR ART 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b) by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 1, 4, 7, and 8 are rejected under 35 U.S.C. 102(b) and (e)(2) as being 
clearly anticipated by Tawashi (P/N 5,648,1 01 ). 

This rejection is maintained and reiterated from the previous office action, mailed 
6/29/04. Applicant argues that this rejection is based on the transient nature of the NO 
molecule. In response this is acknowledged as being supportive of the concept that an 
NO delivery system is recognized in the reference as being transient due to NO 
unstability thus limiting the NO delivery treatment effects to times which are short after 
such NO delivery. It is also acknowledged that the osmotic pump delivery disclosure in 
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the reference is cited as occurring over time periods such as one week or 4 weeks. 
Applicant has characterized such time periods as being sustained or persistent release 
of NO. In response applicant has not pointed to any definition of NO release time 
period which limits the instant claims regarding what is meant by transient. Applicant 
also admits that the osmotic pump delivery is cited in the reference for defined time 
periods of one or 4 weeks. Such time periods are transient due to being limited in 
length and thus still anticipates the instantly claimed invention. Applicant further argues 
that claim 4 is limited to little or no exposure outside of the local area of administration 
of a nitric oxide synthase-3 regulating agent and that the osmotic pump of the reference 
delivers systemically rather than locally. In response the local, that is, in situ, 
description of the osmotic pump delivery cited in the reference in Example A combined 
with the recognition of the short half life of NO supports this rejection that the reference 
appreciates local delivery of NO. Circulation to other parts of the body such as the 
argued "big toe" is not a persuasive argument due to the recognized rapid NO 
degradation well before arriving at "the big toe" when local blood brain barrier treatment 
is performed at great distance from said "big toe". 

Claims 9-12, 14, and 15 are allowable. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 

time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the 
Central PTO Fax Center. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1 156 OG 61 
(November 16, 1993), and 1157 OG 94 (December 28, 1993)(See 37 CFR § 1.6(d)). 
The Central PTO Fax Center number is (571) 273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ardin Marschel, Ph.D., whose telephone number is 
(571) 272-0718. The examiner can normally be reached on Monday-Friday from 8 A.M. 
to 4 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (571) 272-0722. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(571)272-0549. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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